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Dear Ms. Kersey: 

The Food and Drug Administration (FDA) has learned that, through tht: website 
WMj\N.medsmex.corn, yau are selling “Accutznte topical @” to United States (US.) 
consunlcrs .” Accutanc is thz ~a& name fbr a prescription drug approved fiTor marketing 
in the United States under a new drug application submitted by Roche Pharmaceuticals, 
Nutley, New Jersey. The only Accutane products appravcd for marketing in the United 
States are capsules for oral ingestion. Even thou_& the medsmex.c.om order farm states 
that thhc producl of&red for sulc is “Accutanc topical gel,” the label of the actual product 
shipped states that it is “BOTREX ISOTRT:YMOl’M GEL 0.05?4.” The labeling for 
this prodt~ct is in Spanish. Neiher “Accutanc topical gel” nor “Isotrex” has an approved 
new drug application, and they may not he lega!ly distributed in the United States. 

You sell “Accutanc topical gcf” from your w&site wjthout a prescription, and these 
orders are sent to American consumers from a Mexican pharmacy. As discussed in 
sealer detail below, these actiotls violate the Fedeml Food, Drug and Cosmetic Act 
@D&C Act or Act), 21 United States Code (U.S.C.) 8 301 ct sea. 

The “Accutane” product sold through your web site is labeled itI part, “EXX’REX 
***lSOTRETNOINA GEL 0.05% *** Tubo con 30 g Formila: Cada 100 g contienc: 
Isotrctinaina &Q5g Excipientc c.b.p. 100 g. ***He&o en Mexico par S’IWFEL 
MEXKAHA, S.A. DE C.V., Ejje Nortc Sur No. I 1. ( Nuevo Parques Industriai, San Juan 
de1 Rio Qro., C.P. X8(13. Segun Formula y l~ljn licencia de: STIEFEI, 
LAE%ORATORIES, INC.,. Coral Gabics, FL 33134 ***Late. 1300021544 CAD. 
14/SEP!2004***.” 



Page 2 - Accutane Topical Gel 

Accntanc (isotretinoin) is a systemically administered retinoid approved in 1982 to treat 
severe recalcitrant nodular acne. Isotrctinoin carries significant potcntiaf risks, including 
that it may cause scvcrc birth defects, The approved Accutane labeling states in part, 

“Accutane must not be used by females who are pregnant.. .must be prescribed under the 
Sysfem to h4aoagc Accuratw Rclatcd Teratogcnicity (S.M.A R.T.), a yellow Accuta~te 
Qualification Sticker must hc on each prescription,” (meaning special training has been 
given to tJle prcscribittg lise~~scd practitroner and the patient) “and no telephone or 
computerized prescriptions arc pcrrnitted.” The approved Accutanc is for oral ingestion. 
FDA lras not approved a topical gel version of Accutanc or any other tsotrerinoin drug. 

Bccausc it has serious known risks. isotretinom is available in the U.S. only under 
specially created safety controls. Thcsc safety controls arc bypassed when this druy: is 
purchased from h-eip sources or over the fnternet, placing patients who use this 
imported drug at higher risk. 

‘Frc isotrctinoin dispewzd through nwdsmcxxom is a “IWV drq” as defined by section 
20 l(p) of the Act. Under Section 505(a) of the Act, a “new drug” may not be introduced 
or delivered for introduction into interstate commerce unless au FDA-approved WIV drug 
application @WA) is in effect for such drug. The continued distribution of this product 
.nfo the U.S. without an approved NDA is a prohibired act as set forth in Section 301(d) 
of the Act. 

The isotretinoin dispensed through mcdsmex.com is alSo misbranded under section 
S(L?(t)( 1 j of the Act because its labeling faits to bear adt?quate directions for the uses for 
which it is being offered and it is not exempt Tom this rcquircmcnt. & 21 CFR $ 
2c)I.llS. The drug is also not allo\ved to bear the required informrltion solely in Spanish 
bccausc it is not distributed solely in the Cornm~~nwcalth of Puerto Rico or in a U.S. 
Territory where the predominant lannguage is Spanish. $3 2 I CFK @j 20 I, 15(c). 

This drug is afso misbranded pursuant to section 503fb)(i) of’ the Act because it is 
dispexxed without a prescriptior3. 

In addition, Msc statements arc being made by you on ~~~w.n]&m.~x.com, such as, 
“Every packago receives personal attention to ensure comp&ance with all U.S. and 
international laws.” You are giving the incorrect impression lhal all the drugs sold on 
your websitc are FDA approved an&or legal to be sold and shipped to U.S. resident. 
This false and misleading statement on your Internet site causes tht: drugs you distribute 
to be misbranded pursttant to section 502(a) of the Act. 

This letter is not intended to identify all of the ways in which your aclivilies might be in 
violation of United States law. For example, in addition to isotretinoin, your pharmacy 
also offers for sale and shipment to U.S. consumers numerous other prescription drugs- 
FDA believes that virtually all shipments of prescription drugs imported from non-U.S. 
pharmacies will violate the Act. It is your respansibility to ensure that all drug products 
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dispensed and distributed by you and your website into the United States are in 
compliance with applicable legal rcquircmcnts. 

The agency has taken steps to warn our residents that drugs sold via the Iutcmet from 
foreign sources may not be approved for nwkeling in this country and may not be legally 
imported. With topics of this Ictlcr, WC arc advising Mexican and Oregon regulatory 
officials of these potential violations. In addition. WC are advising the Bureau ofCustoms 
and Border Protection through an Import Aicrt ihat shipments offered for importation into 
the U.S. as a result of your activities my bi: detained and subject to refusal of entry. 

You are instructed to cease these practices, and you are requested within fifteen (IS) days 
of’ your rcccipt of this letter, to clescribe to FDA in writing the actions yen are taking to 
assure that your operations arc in full complinnce with United States iaw. Plcasc address 
your corrqm~dence to Mr. Melvirt F. Szymanski, Compliance Q&ccr, at the U.S. Food 
and Drug Administration, Ccnrcr for Drug Evalualion and Research. Office of 
Compliance, HFD-314, 5600 Fishers Law, Kockvillc, h4D 2.1857. 

You should be aware tha! violations of the FDK Act coutd result in seir,urc, injunction, 
and/or prosecution without &rtrtttor uoticc. 

S i ncexl y. 


